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@vAro ooV piong: IIAnpogopics yra Tov yprjot

Gilenya 0,25 mg oxinpd xoyaxio,
Gilenya 0,5 mg oxinpa koydaxio
DrvykoApoon

AwPacte TPOGEKTIKA OAOKAN PO TO PVIAO 0ONYIAV YP1CNG TPV UPYICETE VU TUIPVETE AVTO TO

PappoKo, o10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- dordEte avto To EOALO 0dNYIBV Yprone. Towg ypelactei va to dofdcete Eava.

- Edv éxete mepartépm amopieg, pOTNOTE TOV YLOTPO 1] TOV PAPLOKOTOLO GOGC.

- H ocvvtayn yio avtd 1o edappoko xopnynnke amokAeloTiKd yio 60g. Agv TPEMEL VO ODCETE TO
@AapuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOUO KOL OTOV TO GUUTTOUOTO TNG
aoBéveldc Toug tvar 1010 e ToL KA OO,

- Edv mopatnpnoete kamoto avemBOun evépyela, EVNUEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
c0g. Avtd 1oyvel kat yo Kabe mhoavn avemBOunT eVEPYELD TOV JEV OVOPEPETOL GTO TAPOV
@OALO 0ONY1DV ¥prone. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAA0 00N YLOV

T etvon To Gilenya kou o givait 1 ypron Tov

T npémer va yvopilete npv mdpete To Gilenya

[og va mépete To Gilenya

[Mbavéc avemBounteg evépyeteg

[log va purdocoete to Gilenya

[Tepreydueva tng cvuokevaciog Kot AOES TANPOPOPIES

A o

1. T eivar To Gilenya kot wowa givan n ypfon Tov

T eivan o Gilenya
To Gilenya mepi€yet T dpacTIKT OVGIO EIVYKOAUOO.

ow givar n ypnion tov Gilenya

To Gilenya yopnyeitol oe evnAikovg kot o€ Todd kot eprfovg (MAiudg 10 etdv Kot dvm) yio Tnv
Bepaneia T vrotpomalovoas-Saieimovoag orkhpuvong Katd mtidkag (XKIT), o cuykekpiuéva oe:
- Acbeveig mov dev €yovv avtamokpifel mapd tn Oepameio pe o ayoyn e KII.

n
- Aocbeveig pe Tayémc eEeMocopevn cofapn ZKII.

Me 7o Gilenya dev emtvyydveral iaon g ZKII, dpuwg to Gilenya coufdiiel ot peimon tov apBpov
TOV LTOTPOTMOV Kot 6TV eMPpaduven g eEEMENG g avarnpiog Tov Tpokaiel ) XKII.

T givor ] oxAipovon KaTd TAdKog

H ZKIT givon por pokpoypovia Katdotaon Tov ennpedlel To kKevipikd veupiko cvotnua (KNX), mov
amoteleiton amd Tov eyKEPOAO Kot ToV voTioio poedd. Ztnv ZKII n pAeypovi KataoTpépel To
TPOCTOTELTIKO KAAVppA (TTov ovoudleTol poeAivn) yopw amd ta vebpa 6to KNI Kot Stokomtet
o®oTH Asrtovpyia TV veupwv. Avtd ovoudletol amopveiivoon.

H vrotpomdlovsa-droreinovoo ZKIT yapaxtnpiletor and emovorapfovopeveg meptddovg
CUUTTOUATOV OO TO VEVPIKO GUGTNIO (VTOTPOTEG) OV TPOKAAOVVTAL ATO TNV PAgYHovH 6to KNZ.
Ta coumtdpata Stapépovy omd acevn oe aobevi) ol Katd kavove TepiiapuPdvouy Suokolieg o
Badion, povdlacua, TpoPAfLTa Opacng 1 dtotapayn e 1oppomiag. Ta GUUTTOUATA HLOGC
VROTPOTNG UTopEl va eEAPavVIGTOVV EVIEAMG OTAV TAPEADEL 1] VITOTPOTY], OUMG KATOH TPOPAN LT
Umopel va mapopeivouy.

Iag dpa To Gilenya
To Gilenya cvvterel oty mpoctacio and Tig EMBEGEIC TOV VOGOTOUTIKOD GUGTHILOTOS KATO TOV
KNX peidvovtag v iKovoTnta 0pIeHEVOV AEVKOV ALOcPUpimy (TmV AEUPOKVTTAP®YV) Va



UETOKIVOOVTOL EAEVBEPU LECT GTOV OPYAVICUO KOl CTOUATMVTOG TNV TOPELN TOVG TPOG TOV EYKEPAAO
Kol Tov votiaio poekd. ‘Etol mepropiletor 1 @Bopd twv vevpwv mov tpokarel n XKII. To Gilenya
EMIONG UELDOVEL KATOLES OO TIC OVOGOAOYIKEG AVTIOPAGELS TOL OPYAVIGHOD GOC.

2. Tvpéner va yvopilete npwy mapete to Gilenya

Mnyv napete to Gilenya

- €4V €xeTe HELOUEVT] AVOGOAOYIKY] OTTAVTIIGT] (OPEILOUEVT] GE KOTOLO GUVOPOLUO
OVOGOOVETAPKELOG, KATOLH VOGO 1) GE PAPLLOKE TOV KOTOGTEAAOVY TO OVOGOTONTIKO GUGTNHAL).

- €4V 0 Y1oTpOg GO VITOTTEVETAL OTL UTOPEL VoL £XETE Pi0 GTAVIN EYKEPAIIKT] Loip®EN TOV
ovopdletal mpoiovon molveoTIoKN Asvkoeyke@arordOeia (PML) 1 edv n PML éya1
empePformOei.

- eqv €xete cofapn evepyo hoipmén 1 evepyod ypovia Loipwén 6Tmg Nratitida 1| GUUATIOOT).

- ey &yete EVEPYO KaPKivo.

- gy éyete oofapa mpofaqporta 6To Nrap.

- €@, Tovg TELEVTAIOVG 6 Pveg, iyaTe KapolaKn) TposPori], oTtnOayyN, EYKEQUAMKS
EMELGOO10 1] EVOEIKTIKA CUUTTORATO, EYKEPUAMKOD EMTELG0010V, 1] OPLoUEVE, €101 KAPOLIKNS
UVETAPKELUG.

- € €xete Kamola €101 AKAVOVIGTOV 1] 1] GUGLOAOYIKOD KapdLlakoy puOpov (appubuia),
ocvpmepthappdavovtal ot acbeveic v omoimv to niextpokapdioypaenuoe (HKI) deiyvet
mapdtoon Tov dtactpatog QT mpiv and v Evapén tov Gilenya.

- €Gv maipveTe M £(ETE TAPEL TPOGPATA AYDYT] VLU SLATAPAYES TOV KAPOLAKOD puOpov 6mmg
Kvidivn, Sicomupaption, apodapdvn 1 GOTOAOA.

- €bv elote éyKvog 1 giote pia Yovoiko 6€ avomapoy®YLK ALK 700 OEV PIGLULOTOLEL
UTMOTELEGNUTIKY] UVTICOAA Y.

- 0€ TEPITTOGT AAAEPYIOG OTI PLVYKOALLOON 1) GE OTOLOONTOTE AAAO OO TO GLGTUTIKA AVTOV
TOV PAPUAKOL (avapépovTal 6TV Tapdypapo 6).

Edv oyvet kTt tétoto yio €66¢ 1) 0ev giote BEPatot, ovINTAGTE PE TOV YUTPO GOG TPV TAPETE TO

Gilenya.

Iposgidomou|oelg kKo TPoPLAGEELG

AmevBuveite otov Yiatpd cog mpwv napete to Gilenya:

- gav £yete cofopd avamvevoTIka TpofApnata Katd T didpKela Tov VIvov (cofapn vaviKi
anvoua).

- €0V o0g £0VV avaQEPEL 0TL TO NAEKTPOKAPIOYPAPN 1A 60G eivar TaO0L0YLKO.

- £0V £YETE CUUTTONATO. OPYOD KAPOLXKOD pvOpov (m.y. {ain, vavTia 1| aicOnpoe Tolpdv).

- eav maipvete M £xe1e TAPEL TPOGPATA PAPLAKE TOV EMPPAGVVOVY TOV KUPOLIKO 6OG
poOpo (6nmg P-avactoreig, Pepamapiin, Siitaléun 1 Paunpadivn, dtyo&ivn,
OVTLOAVESTEPACLKOVS TAPAYOVTES 1] TIAOKOPTIVN).

- €0V £YETE 1OTOPIKO APViIdLUG ATOAELNS cVVEIONGNGS 1] MmoBvpuiag (cvykoenn).

- €0V 6KOTEVETE VO, EPPoOMUGTEITE.

- £Gv 0gv TEPASATE TOTE AVEROPALOYLE.

- eav £xete N eiyote dratopayés TS Opaong 1| GALa onueia OONLATOG GTNV TEPLOYN KEVIPIKNG
opaong (oypd knAida) oto omicOio TUALE TOL 0POUANOD (Lo KOTAGTACT YVOOTH ¢ 010na
NG OYPAG KNALdAG, PA. TapakdT®), PAeyHoVA 1 AoTU®EN Tov opBaAipov (payoelditidn) i €Gv
&yete owuPnn (o omoiog umopel va mpokaAéoel mpoPAnuota oty dpaoct).

- €0V £YETE NTOTIKA TPOPApOT.

- €qv €xete VYN aPTNPLOKI] TIES 1] OTTOLN OEV PTOPEL VO, gleyy Ol pe pupproKeLTIK
ayoy.

- Edv éxete cofapd mpoPfiquate 6Tovg TVEONOVES 1] P)0 TOV KOTVIOTY.

Edv xdmoto omd to mopamdve 1oyvet yia oG 1 Ogv giote BEPaiol, cuiNTNGTE PE TOV YIATPO GOC TPLV

napere 10 Gilenya.

Bpodug kopdiaxdg puBude (Bpadvkapdia) kot akavovioTol Toipol
To Gilenya npokakiet emiPpdovvon Tod KapdiakoD puBpovd katd v Evapén g Bepameiog 1| petd ™
AyM ¢ TpdTNG d60MS TV 0,5 mg 6tav aAAdEeTe nuepfola d6on and 0,25 mg g 0,5 mg. Qg ex




ToVUTOV, HIopel va vidoete (AAN 1 KOT®o™ N va Exete aicOnua TaAudy N propel va pewwbet n
aptnploxn ocag tieor. Edv avtéc o1 emopdoseig sivor cofapés, eviiuep@OoTE TOV YIOTPO GOC, H10TL
pmopei va ypelacteite apéong Oepamsia. To Gilenya pmopei akoun vo TPOKAAESEL AKAVOVIGTOVG
KOPOLOKOVG TOAHOVS, E10KA PETA TNV TPp®TT 060T1). Ot akavovieTol Kapdlakol maipoi cuvifmg
EMOVEPYOVTAL GTO PUCLOA0YIKO G€ AydTepPOo amd pio nuépa. O Bpadvg kapdiakods puOudc cuvinbmg
EMOVEPYETOL OTO PUCIOAOYIKO HEGH o€ Eva piva. Katd ) didpreta g meptddov avtng, cuvinbmg dev
OVOPEVOVTOL KAVIKG GTIUAVTIKESG EMOPACELS GTOV Kapdlako puoiuo.

O yatpog oag Oo cag {ntnoet va mopapeivete o KatdAAnAa eEOTAIGUEVO 10TPEI0 1) KAVIKT] Yio
TOVAGYIOTOV 6 MPES, KAVOVTAG LETPTOT COLYUMY KOt ApTNPLOKNG TECTG VA MPA, PLETA TN AWM TNG
TpmTNG 600G Tov Gilenya 1| petd v TPOTN YopNyNon g doong tev 0,5 mg katd TNV allayn and
v nuepnota doom tov 0,25 mg, ®ote vo uropodv va Anedodv KaTdAANAL LETPA GE TEPITTMOON
avemBountov evepyeidv ot omoieg epeavifovar kKatd v Evapén g Bepaneiog. Oo Tpémel vo KAVETE
NAEKTPOKAPIIOYPAPTLLOL TPV GO TN YOPTYNOoN TG TPp®TNG d0omMg Tov Gilenya kot petd tnv 6@pn
nepiodo mapakorovdnong. O ywatpdc cog mbavov va mapakorlovdei cuveymS T0
NAEKTPOKAPIOYPAPNUA GOG OTN SIEPKELD AVTOD TOV SOGTHHOTOC. AV LETA Ao TV 6@pn TTEPiodo
€xete MOAD Bpady N LeloVUEVO KOPOIKO pLOLO 1 av TO NAEKTPOKAPIIOYPAPN LA Gag glvat
mafoAoy1Kd, umopel va ypelaoTel vo topakoiovdndeite yio peyoddvtepo didotnue (tovidyictov 2
EMTAEOV BPEG Kal TOOVAS KaTE TN S1ApKELD TNG VOYTOC), LEYPLS GTOV avTd vToywpncovy. To 1610
pmopet va 1oydel kot otnv tepimtmon mov Eavapyilete To Gilenya petd omd Tpocmpivy Stakomr| TG
Oepaneiog, avddoyo Le TO TOGO PEYAAO MTAV TO SLUCTNLA TNG OLOKOTNG TNG Kot TOGO UeYGA0 NTAV TO
dtaotnua g Bepomeiog pe Gilenya mpv amd T SloKom.

Edv éyete 1 drotpéyete Kivouvo epeaviong akavovioT®v 1 U GUCLOAOYIKGOV KOPIOKOV TOAUMY, OV
TO NAEKTPOKOPIIOYPAPT LA Gag eivatl TaBoA0YIKO I av £xETE KAPIIOKT VOGO 1 KOPOLUKT OVETAPKELX,
7o Gilenya pmopei vo unv givan katdAAnio yio €64,

Av é&yete 10T0pIKO 0PVISLOG ATMAELNG GLVEIONONS | LEWWHEVO Kapdlakd puBud, to Gilenya pumopel va
unv givat katdAAnio yio €66¢. Oa cag e£eTAoEL KAPOIOAOYOS TPOKEEVOD VoL OMGEL 00T YIEC Y1l TO
s Ba Tpémel va Egxvioete T Bepamneia pe Gilenya, kot yio Tnv Topakolovdnon Katd t didpkela
g vOKTOG.

Edv Aappdavete papuoka mov umopel va TpokaAEécovy HeimoT Tov Kapdiakov cag pubuov, to Gilenya
pmopel va pnv givon KatdAANAo Yo €66G. Oa oag e€etdoel kKapdloldyos, o omoiog Ba dtumoTtdoeL av
umopeite va oAAAEETE GE EVOAALUKTIKA QAPLLOKO, TO OO0 OEV LEIDVOLY TOV KapdLoKO cag puiuo,
wote vo, emtpanel | Oepomeio pe Gilenya. Edv n aAloyn avtn dev givar duvarh, o kapdloldyog Oa
dmaoel odnyieg yia 1o g Oa mpénet va Eekivnoete ) Bepaneia pe Gilenya, kot yio v
TapoKoAoLONoN Katd T Stdprela TG VOKTOG.

Edv dev mepdooate moté avepofroyid

Edv dev mepdoate moté avepofroyid, o yotpog cag 0o Bednoetl va eAéyEetl Tnv avocio oag EVavTL TOV
100 ov v pokaAel (10¢ avepoproyiac-Lwotipa). Eqv dev Tpootatedeote and Tov 10, pmopel va
ypelaoteite epPortacuod mpv Eekivnoete ) Oepamneio pe Gilenya. Xe autn Vv mepintmon o yaTpdg
oag Oo kaBvotepnoet v Evapén tng Bepaneiog pe Gilenya péypt €va pnqvo. LeTd TV OAOKANp®GN
€VOG TANPOVG GYNIATOG ELPOMAGLLOD.

Aowdéelg

To Gilenya pewmvel Tov aplfud Tov AevK®V apoceapiov (1dtaitepa tov aplfud Tov
AEPPOKVLTTAP®V). To AEVKA AOGPAiPLO KATOTOAELOVVY TIG AODEELS. ['la 660 dtdotnpa AapfPdvete
Gilenya (ko €émg 2 pfveg petd tn dlokomnr Tov), Uropel va uPavileTe mo VKOAN AOUMEELG.
Onowdnmote Aoipnmén mov NoN €xeTe, umopel va emdevmbel. O Aowméelg propet va ival coPapég
Kot amenTikés yuo T {on. Eqv vopilete 011 £xete Aoluwén, éxete mupetd, acbdveote cav va Exete
ypinn, éxete épmnta LOoTNPO 1 £YETE TOVOKEPOAO GLUVOIEVOUEVO OO SLVCKOLYIO GTOV OLYEV,
gvoioOnoia 6to g, vavtia, eEavOnua H/Kot cOyyvon 1 onacHobs (EMANTTIKEG KPioels) (avTd pmopel
Vol V0L GOUTTOUOTO PNVIYYITIOOG 1)/KOL EYKEPUAITIONG TPOKOAOVUEVNG OO LUK TIOGIKT] 1] EPTNTIKY
10YeVN AOTU®EN), ETKOIVOVIOTE OUESMG LE TOV YIUTPO GOC, S1OTL EVOEYETAL VA Elvar cofapn Kot
ameANTIKn Yo TN Con.



Aolpwén and Tov 16 TV aviporivov Iniopdtov (HPV), coprepilapfavouévou tov niopatoc,
dvomhacia, KovovAdpaTa Kot Kapkivog oyetilopevog pe tov HPV éxovv avapepbel oe acbeveic vmo
Oepancio pe Gilenya. O yatpdc cog Oa kpivel edv yperaletarl va kdvete epufoiio kotd tov HPV mpwv
Eexwvmoerte ) Oepaneia. Edv giote yovaika, o yiatpdg cag Ha cvotioet emiong éieyyo Yoo HPV.

PML

H PML egivon pio omdvio eyke@oaiikn dtatapoyn mov tpokaieiton omd pio Aoipmén kot pmopei va
odnynoel o€ cofapn avornpia 1 Odvarto. O yiatpdg oag Ba kavovicel va vrofinbeite o poyvntikn
topoypaeio (MRI) mpv v évapén tng Bepameiag kot Katd T didpkela g Oepameiog yio va
mapakorovdel tov kivévvo yio PML.

Edv motevete 6T ZKII oag emdeivaveral 1 €6V ToPATPTCETE OTOLONTOTE VEX GUUTTOUATO, Y10,
mapadetypa petofforéc ot 01dbeon N T GVUTEPLPOPAE, VEX | ETLOEVODUEVT] adVVaLio 6T pio TAgvpd
TOV GMUATOG, LETAPOAEC TNV OpacT, SUYYLON, KEVE LVAUNG 1 SUCKOAIEG 6TO AdYO Kot TNV
EMKOVOVIN, LWANGTE LE TOV YLOTPO 0OG TO GLVTOUOTEPO duvatd. AVTA UTopEl va Elval GUUTTO LT
¢ PML. Eniong, (ANGTE e TOV GOVIPOPO 1| TOVS PPOVTIGTEG GOG KOl EVILEPDCTE TOVG Y10, TN
Oepaneio cag. Mmopel vor eLOAVIGTOVV GUUTTOUOTE, TR, OTTOT0 EVOEXETOL VO, UMV OVAYVOPIGETE LLOVOL
o0,

Edv epoavicete PML umopei va Ogpanevtel kot n aywyn cog pe Gilenya 0a dtaxomnel. Opiopévor
avBpomot eppavifouv pia pAeypovmon avtidpaon kabog to Gilenya amopokpoveTat amd to copo. H
avtidpaon (Yoot og PAEYHLOVAOSEG GUVOPOLO 0VOGOAOYIKNG amokatdotacng 1 IRIS) unopei va
001 YNGEL G€ EMIEIVOOT TNG KATAGTOONG OGS, GVUTEPIAAUPAVOUEVTG TG EXDEIVOONG TNG
EYKEQUAIKTG Aettovpyiog.

Oidnua e oypdc knAidag

IIpwv Eexwvnoete to Gilenya, dv &xete M elyate dtaTapayEg TS OpaoNg 1 GAAL oMuEio O1ONUATOC OTIV
TEPLOYN KEVIPIKNG Opaong (0ypd knAida) oto omichio Tunpa Tov 0pOuApod, Aeyuovi 1 Aoipwén Tov
opBoApob (payoetditida) 1 daprtn, 0 yoTpdg cag propel vo Berncet va vrofAindeite oe
0pOaALOAOYIKO EAEYYO.

O y10tpdg oag pmopel va Bednoet vo vroPfAndeite oe opBodporoykd Eleyyo 3 émg 4 Pveg LETA TNV
évapén g Oepameiag pue Gilenya.

H oypd knAida eivor pio pikpr| meployn Tov KepaTogdovs 610 onichio Tunqpe Tov oeHaiov n omoia
oag dtvel tn duvaTotnTo Vo PAETETE OYNLOTO, XPDUOTO KOt AETTOUEPEIEG KOBOPE Kot Evkpvadg. To
Gilenya pmopei va mpokorécet e€0idnom oty @ypd KnAida, o KOTAGTUGT] YVOOTH OG 01010l TNG
oypdg knAidac. To oidnua cvvnBog epeaviletar Tovg 4 TpdTovg uveg g Bepaneiog pe Gilenya.

H mBavémra avamtuéng odnuatog e oypds knAidag ivar peyaddtepn edv £xete orafqtn 1 edv
glyate pAeypov Tov 0@OuALoD OV ovoraleTal payoeditida. Xe QUTE TIG TEPUTTMGELS O YIUTPOG GOG
Ba coc {ntoet va kdvete TakTikéS opBaipoloyikes eEeTdoels mpokelévou va dtayvmaobei To oldnpa
NG OYPAC KNALdAG.

Edv eiyate oto maperBov oldnua g oypds KnAdag, EVUEPOOTE TOV Y1ITPO GG TPV EEKIVIGETE TNV
Oepomeio pe Gilenya.

To oidnua g oypdg KNAdOG Pmopel vo TPOKAAESEL 1010 [LE KOO 0O TOL CUUTTAOHOTO OPAONG HLOG
vrotpomng ¢ XKII (omtikn vevpitida). ZTnv apyn UTopel vo unv vIdpyovy KaBOAov COUTTOUATA.
BePaimOeite 011 evnuep®VETE TOV YI0TPO GOC GYETIKA UE 0molecdmote oAhayég oty dpaon cag. O
YwiTpog Gog pmopet vo OeAnoel va vtoPAndeite oe o@OaApoLoYIKO EAEYYO, E1OWKE EAV:

- TO KEVTPO NG Opaon; 6og Boummvel 1| £yl OKIES,

- avamTOGGETE TVPAO GNUELD GTO KEVTPO TNG OPAONG GOG,

- €xete TPOPALOTA OTO VO SLOKPIVETE YPOUATO 1 LIKPEG AETTOUEPELEC,



Aoxyocieg nratikig Aettovpyiog

Edv éyete coPapd nratikd npofinuata, dev npénet va mapete Gilenya. To Gilenya umopei va
EMNPEACEL TNV NTATIKN c0g Agttovpyio. [TiBavov va unv mapatnpnoete Kovéva COUTTOO, OALD EQV
TOPUTNPNOETE KITPIVI XPOLA OTO SEPLO 1) GTO AEVKO TOV UATIDV GG, 0GVVIOI0TA GKOVPOYP®LLE 0VPO.
(Kap€ xpodratog), mévo oty 0e&1d TAELPA TNG TEPLOYNG TOV GTOUGYXOV (KOWMA), KOTMOT), oV
aloBdveote MyoTEPO MEWVAGHUEVOC/T o’ 0TL cLVNO®G 1 aveENynTn vavTio Kol ELETO, EVIUEPDOTE
OpECMG TOV YLHTPO GaC.

Edv gpeoavioete kdmo1o amd avtd to cuumtopato petd my Evapén tov Gilenya, evijuepdote apéomg
TOV Y0 TPO GOC.

Ipv, xatd ) Sdpkeia kot HeTd T Bepoameioa, o yiatpog cag Oa {nNTioel oUaToA0YIKEG EEETACELS, Yial
va Tapakorovinoet Ty nratiky Asttovpyio. Edv to anotedéopota v €EETAGEDY GO LTOOEIKVOOLY
Koo TpOPANHE 6To NIap TOAVOV va ypelacTel va dtakoyete T Bepaneio pe Gilenya.

Yynin apmpiokr) wieon
Ene1on 1o Gilenya empépet pikpn adéEnon e apTnplokng mieong, o yuutpoc cog mavov vo BeAnoet
Vo ELEYYEL TOKTIKA TNV ApTNPLOKT GOG TTEo.

pofiquoro te@v Tvevudvav

To Gilenya eanpedlel og pikpd Pabud v mvevpovikn Aettovpyio. AcBeveig pe cofapéc TVELUOVIKESG
mafnoeg N pe PO TOL KOTVIOTH EVOEYETAL VO EXOVV TEPIGGATEPES TOAVOTNTEG VO AVATTOEOVY
ovemBOUNTEG EVEPYELEG.

E&étaon aipatoc

H emBount dpdion g Bepaneiag pe Gilenya eivar n peiwon tov aptBpod Twv ASVKOV ALoGEapimy
670 aipo oG ZVVNB®G AVTOHG EMAVEPYETAL GTO PLGLOAOYIKO HECO GE 2 UVEG LETA T OLKOTY| TNG
Oepanciog. Edv ypelootel va kdvete e€eTdoelg aipatog, evnuepmote Tov yaTpd Ot maipvete Gilenya.
AwopopeTikd, pmopei va unv gtvor SuVaTOV Vo KATOVOTNGEL O YIOTPOG TO, AMOTEAEGHOTO TV EEETAGE®V
K01 Y10 OPIGIEVOLG TOTOVG AILLATOAOYIKAOV EEETAGEMVY, 0 YIATPOG GG UTOPEL VO YPELOCTEL TEPIGGATEPO
aipa amo 6,11 cuvndwg.

IIpw apyicete 10 Gilenya, o ylotpdg cog O emPePaidoet OTL EyeTe APKETA AEVKE AUOGPAIPIY GTO
aipa kot Thavov vo 0éAet vo, emavarlapuPavel Tov ELeYY0 TAKTIKE. Y€ TEPITTMON TOV OEV EYETE APKETA
AevKa apoceaipia, Tlavov va Tpémel va dtukoyete ) Bepaneio pe Gilenya.

20vdpopo omicbiog avaotpéwiung eykepatondbeloc (PRES)

Mo koTdoTacn Tov ovoudletol chvopopo omicbiag avaotpéyung eykeparonddelag (PRES) éxet
avapepbei ondvia og acbeveic pe XKIT wov Aappdvovv Oepamneia pe Gilenya. Ta copntopoato propsi
va meptapPavouy arpvidia Evapén cofapod movokepdAov, chyyvon, Kpicelg eminyiog Kot
dlaTapayéc g opaons. Evnuepmote Tov Yiotpo 6og OUESMG O TEPITTOOT) TOV EPPAVICETE
OTO10ONTOTE OO AT TO, GUUTTAOUATO KOTA TN dtdpketo TG Bepaneiog cog pe Gilenya, d16tt
gvdéyeton vo etvar coBapo.

Kapxkivog
Koapkivot tov déppatog £xovv avaeepbei oe acbeveic pe ZKIT vrd Ogpancio pe Gilenya. Amevbovieite

GTOV YLTPO GOG AIEGMC, €AV TVYOV TTapoTnpioete olidto 0To dEPUA (.. YLOAICTEPA,
poapyaprrapogdn olidia), kniidec 1 avorytég TANYEC ToL dev emovAmvovTal evtog efdopddwv. Ta
CUUTTMUOTO TOV KOPKIVOL TOV SEPUATOG UTOPEL VO TEPIAAUPAVOLY OKOVOVIGTN avENGoN 1 AAAAYES TOV
depuaTikoD 10ToV (.. acvvNOioTeg EAEG (OTIAOL)) e OAAOYY] GTO YPOLLA, TO oYM 1 TO uéyebog e
TNV Tépodo tov ¥povov. [Ipotov Eekivioete to Gilenya, anotteiton depuatoroykn e€étaon yio va
dwmotwbei v Toydv Exete olida oto déppa. O yroTpds cog Ba Kavel emiong TaKTUEG
depuotoroyikég e€etdoelg KoTa T didpkela e Oepaneiog cog pe Gilenya. Edv epoavicfoiv
TPOPANUATA GTO FEPUA. GUC, O YIUTPOS GOC UTOPEL VO, GOC TAPATEUYEL GE OEPUATOAIYO, O OTTOI0G LETA
v e&étaon Umopel va amo@acicel 0Tt Eivat GNUAVTIKO Yo oG v 560G eEETALEL TOKTIKAL.

Y& aobeveic pe TKIT mov AauPavoy Oepomeio pe Gilenya €yxetl avapepei Evag TOTOC Kapkivov Tov
AELPUKOD CLOTAHOTOC (AEUPOLLL).



"ExBeon otov 1Mo Kot Tpoctacio amd tov Ao

H @wyxoiipodn e&ocbevilel To avoconomtikd oag cOoTnie. AVt aVEAVEL TOV KIVOUVo avarntuéng
Kapkivov, Wlaitepa tov Kopkivav Tov déppotoc. Oa tpénel va meplopioete v £kbecn cog oTov A0
kot otig aktiveg UV o¢ e€ng:

o POPOVTOG KATAAANAO TPOGTATEVTIKG POVYLL.
o Balovtag TakTikd avtnAloko pe vynio deiktn mpootaciog katd g vrepindovg (UV)
axtvoPoriac.

Aocvvnfioteg sykepaikéc PAafec mov oyetilovtan pe vrotpomi) g XKIIT

Xrdvieg mEPUTTAOCELC 0oLV OIoTA PEYOA®Y eyKEPOAMKDY PAaPdv Tov oyetilovtal pe VTOTPOTN TG
2KIT éyovv avapepbel og acbeveig mov AapuPavay Bepaneio pe Gilenya. Xe nepintoon coPapng
VIOTPOTNG, O YITPOS oag Thavmg va {ntnoet va, vTofAndeite o€ pLoyvnTiky TOpoypaeio yio vo
0EloA0YNoEL TNV KOTAGTOOoT Kol Bo amopacicet edv ypeldleTal Vo GTUUATNGETE VO, TOIPVETE TO
Gilenya.

Alayn and e Bepomeieg o€ Gilenya

O ywTpog oag pmopel va ahAdéet kotevbeiov ™ Bepaneia cag amd PrTa-vTepPepov, 0EIKN
yAatipapépn 1 povpapikod dpeboviectépa oe Gilenya av dev vdpyovv evdeielg dSatapaydv amd TV
mponyovuevn Bepamneia cag. O ylatpdc cog mBavOv vor KAVEL ALLATOAOYIKES EEETAGELC TPOKEILEVOL VL
oamokAeioel Té€tolec dratapoyéc. Metd ™ dtakomn TG votaAlovudunng mlavov vo Tpénet vo
nepuévete 2-3 punveg mpv Eekvnoete t Bepamneio pe Gilenya. I'o va oAhGEeTe amd tepPAOLVOLIOT,
0 Y1TpOG GOG UTOPEL VO GG GUUPOVAELGEL VO TEPLUEVETE Y10 OPIGUEVO YPOVIKO S1ACTILO 1 VO
vroPAnOeite o dradikacio exttdyvvonc g omoPoins. Edv akoiovbovoate Oepaneio pe
adeptovlovpaun, arorteiton pio TANPNG a&loAdynon Kot GuLHTNon LE TOV YIoTpd GOG Y10, VOl
aropociobel edv to Gilenya eivot KatdAANAO Y0 €GAG.

Tluvaikec o avorapaymywrn) nhkio

Edv ypnoponom0ei xatd ) didpkeia tng eykvpoovvng, to Gilenya umopei va PAdyet 1o ayévvnto
uwpd. Ipw Eexivnoete ) Oepameio pe to Gilenya o yatpdc cog Oo oag e€nynoet tov kivduvo kot o
cog {nmoel va KAVeETe €va, TECT EYKVUOCHVNG TPOKELUEVOL va BePatmBel dti dev giote £ykvog. O
Ywtpog cag Oa cog dmaoet pia Kapta 1 omoia eEnyel yioti dev TPEMEL va PEIvETE £YKVOG EVD TAIPVETE
to Gilenya. Eniong e&nyel 11 mpémel va KAveTe Yo vor amoOYETE VO LEIVETE £YKVOG EVD TAIPVETE TO
Gilenya. IIpémel vo ypNOIUOTTOLEITE AMOTEAEGLLOTIKY AVTIGOAATIYN Kotd TN Stdpkela g Oepameiog kot
v 2 punveg petd ™ dtokomn g Oepameiog (PA. mapdypoapo «Komon kot Onlacudoy).

Emdsivoon g XKIT petd tn draxonr) g Bepomeiog pe Gilenya
Mn ctapatioete vo, maipvete o Gilenya kot unv oAAGEETE TN 3OOM GO YMPIC VO EVIUEPDCETE TPAOTA
TOV Y1TpO GG,

Evnuepaote apéomg tov yiatpd cag edv motevete 6t 1 XKII cog yeipotepedel petd amod Tt S1oKomn
g Oepameiog pe Gilenya. Avto Oa propovace va givail coPapd (PA. «Edv otapaticete vo ToipveTe T0
Gilenya» otV mapdypoeo 3, kat exiong tnv mapdypoeo 4, «[Tibavég avemBOunteg evépyeiegy).

HMkwopévol
H epmepia pe Gilenya og nAikiopévoug aobeveic (Miikiog avo tov 65) etvar teplopiopév). Midnote
GTOV Y10TPO GOG GV £YETE TUYOV EVOOLAGUOVC.

Moword kon £pnpor

To Gilenya dev mpoopiletar yia yprion oe Toudid nAkiog kéto tov 10 etdv, Kabnhg dev £xel peletn el
o€ aobeveig pe TKII og avtn TV nAkioxn opddoa.



O1 TPOEIBOTOOELS KO 01 TPOPVAAEELS TTOV OVOPEPOVTUL TAPOTAV®D 1GYVOVY ETIONG Y10 TOL TTOLOLEL KO
Tovg PNPovs. Ot mapakdTm TANPoPopieg eival 1d10iTEPO CUAVTIKEG Y1 TO TOdLd Kol TOLG EPNPBOvG
KOl TOVG PPOVTIGTEG TOVG:

- IIpwv apyicete 10 Gilenya, o ylotpdg cog Oa eréyEel TNy katdoTaon Tov foAlacuod cog. Eav
dev €xete Kavel Kamota PPOAL, HUTOPEl va XPEWCTEL VA TOL KAVETE TPOTOV UITOPEGETE VO
Eexwvnoete to Gilenya.

- Tnv mpodt™ Popd mov Ba wapete to Gilenya, 1 6tav Oa aAAAEETE TNV MUEPNOLO OOCT OO
0,25 mg o€ 0,5 mg, o yiutpdg cag Oa Tapakorlovbncel Tov kKapdlokd cag puOud Kot Tovg
Kapdokovg moAuove oog (BA. «Bpadvg kapdtakog puoude (Ppadvkapdia) Kot akavovieTol
TOALODY TOPATAVED).

- Edv sppavicete omacpodg 1 kpioeig mpv 1 Kotd T didpkeia g Oepaneiog pe Gilenya,
EVIUEPMOTE TOV Y1ATPO GOG.

- Edv mdoyete and katdOiwym 1 dyyog 1 edv mopovsidcete katdbAnym 1 Ay og Katd tn didpKeio
g aymyng pe Gilenya, evnuepmote tov yiatpo cag. Mropel va ypelaoteite oTtevn
TapoKolovOnon.

Alha gappoke kor Gilenya

Evnuepmote Tov yiatpd 1| ToV popUaKonold cag edv maipvete, £xete mpOGPATA TAPEL 1) WITOPEL VoL

nwhpete GALa papuoko. Evnuepmaote Tov yiotpo 6o¢ £0v TaipveTE OTOIOOTOTE OO TO. TOPAKAT®

QAapuoKaL:

. DappoKa IOV KOTUGTEALOVY 1] TPOTOTOLOVV TO (LVOGOTONTIKO GUGTINT,
GUUTEPTAAUPOVOUEVOV GAAOV QUPURAK®OV TOV YPICLUOTOLOVVTHL Y10, TV AVILUETAOTLON TG
YKII, 6mtwg 1 vteppepovn Prita,  o&kn yAoatipapépn, 1 votalovudumn, n proavopovn, 1
TEPLPAOLVOLION, O PovUaPIKOS deBuiestépag 1 1 adeptovlovpdunn. Aev Tpémnel va
AapBavete Gilenya padi pe tétota @dppoko 10Tt TO PITOPEL VO EVIGYVGEL TNV EMIOPAGT] GTO
avocomonTiko cvotnua. (PA. emiong «Mnv wdpete to Gilenyay).

o Koptikootepogron, Loyo mbavig tpodchetng enidpacng 6T0 0vOCSOTOMTIKO GUGTI LA,

o Eppoia. Eqv mpénet va kdvete kdmoto epfoiio, copfovievbeite mpdta tov yioatpd coc. Katd
T Sidpketa tng Oepomeiog pe Gilenya kot yio SiaoTUo €0G 2 UNVOV LETA TN S1OKOTH TNG, OEV
TPENEL VO, KAVETE OPLoUEVOLG TUTOVGS ePforinv (epPdia pe (dvteg eacBevnuévong
UIKPOOPYOVIoLOVG), KaBdg Ba uropodoay va Tupodotioovy ) Aoipmén mov Ba énpene Oa
wporapouv. Al euPfoiio pmopel va un 6povv 1060 KOAG 660 cuvRBS edv xopnynBovV KoTd
T S1apKELD AVTHG TNG TEPLOSOV.

o DappoKa IOV EMPPASGHVOVY TOVG KUPOLEKOVS TUAROVS (Yio Tapadety Lo B-avaoToAElS, OTMG
N atevohoin). H yprion tov Gilenya poli pe térola gdappoka prnopet va evicyOoeL Ty enidopaon
GTOVG KOPOLOKOVG TAAROVG TIC TPDOTEG NUEPES LeTd TV Evapén tov Gilenya.

. DappoKa Y10 OKAVOVIGTOVG KOPOILAKOVS TAANOVGS, OTTMG KIVISivT), S1IGOTUPAUIdN, apodapovn
N cotaAOAN. Agv mpénel va ypnoponomoete 1o Gilenya gdv maipvere €va tétolo eappoKo,
eMEWN Pmopel va eMOEVAGEL TOVG akAvOVIGTOVG TOAROVS (PA. emiong «Mnv wdpete to
Gilenya»).

. Alro @appoxa:

o OVOOTOAEIS TPMTEAONG, PAPLOKA KATH TV AOIUDEEDV OTMG KETOKOVALOAT), 0lOAEC
OVTILVKNTIOG KA, KAapiBpopwkivn 1 teMBpopkivn.

o kapPopalenivn, prpapmikivn, eavofoapPirdin, eawvotoivn, epafipévin 1| veepkod
(mBavog kivovvog petwpévng amotedespotikotntag Tov Gilenya).

Kdnon kot Oniaocpog
Edv giote éyxvog 1 OnAdlete, vopilete 0TL pmopei va giote £ykvog 1) oYESALETE VO ATOKTAGETE ToUdL,
{ntnote T GLUPOLAN TOL YTPOV GOC TPV TAPETE CLTO TO PAPHOKO.

Kvnon

Mn ypnotponoteite to Gilenya Kotd T StUPKELR TNG EYKVUOCVVNG, €0V TpooTabdeite va peivete £ykvog
N €av glote yuvaika mwov Oa propovoe va, Peivel £YKvog Kal OgV (PNGILOTOLEITE ATOTEAEGILOTIKY
avtiovAAnym. Edv to Gilenya ypnotiponom0el katd tn d1dpKelo TG YKLUOCHVNG, VITAPYEL KIVOLVOG
PBAGPNG oto ayévvnrto pwpd. H cuyvotnta cuyyevay dtopaptidv 1 oroio Tapatnpionke o€ pwpd mov
extédniav oto Gilenya kotd T SidpKeL TG EYKVUOGHVNG Elval TEPITOL SITAACIA OO TN CLYVOTNTO
7oV TopATPHONKE GTOV YEVIKO TANBVGUS (OTOL 1 GLYVOTNTO CLYYEVAV SOUOPTIOV Eval TEPITOL 2-
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3%). O cuyvotepa avapepoLeves Stopaptiec mepleAdpfovay KapdloKeS, VEQPKES KOl LVOGKEAETIKES
dopoptiec.

YUVETMG, €AV €I0TE YUVAIKO O OVOTOPOY®YIKY NALKioL:

- npwv apyicete ) Oepamneia pe Gilenya o yorpdg cog o oag eEVUEPDGEL Y1 TOV KiVOUVO TOL
SlaTpéxel Eva ayévvnto Lmpo kat Ba cog {nTnosl va KAVETE TECT EYKLUOGHVNG Y1 VO
dopolicel O6TL Ogv loTE £YKVOC,

Ko,

- TPEMEL VO, YPTCILOTOIEITE OTOTEAEGUOTIKT] OVTIGVAANYT] Y10 660 didotnpa Aapfavete Gilenya
KoL Yo 000 UVEG LETE T SIOKOT TOL Y10, VO aopUYETE Vo Peivete éykvog. MIAAGTE [E ToV
yiatpd 6o yo TG agidmioteg nefdoovg avTIGOAANYIC.

O vorpdc cag Ha coc dmoet pia kapto mov eEnyel yiati ogv wpémel vo Leivete £YKVOC VA TTOUPVETE TO
Gilenya.

Eav peivere £ykvog evo maipvete 1o Gilenya, eviuep®ote apéocmg tov y10tpoé cog. O y1aTpdc 6og
0o amogacicet T dtakomn ¢ Oepaneiog (PA. «kEdv otapatoete va naipvete 1o Gilenya» otnv
mapdypoeo 3 kat emiong v mapdypaeo 4, «IliBovéc avemBOunteg evépyeitecy). Oa mpaypatomoin el
e€e1dkevévn TPOYEVVITIKY TapakolovOnom.

OnAacpos

Agv mipéner va Onralete 6tav maipvere to Gilenya. To Gilenya pnopei va mepdcel 6To unTpikod yéiao
KoL VILEPYEL KIvOLVOg GOPap®mV aveTIBOUNT®Y EVEPYELDY Y10 TO HMPO.

001yN o1 Kot YEPIOROS PNV LATOV

O 1wTpog oag Bo cog el v 1 acBéveld cag 6dg eMTPENEL VoL 00TYEITE OYNUATOL,
oLUTEPTAAUPAVOUEVOL TOL TOONAATOV, Kot Vo, xEpileote unyovinota pe ao@aieta. To Gilenya dev
OVOPEVETOL VO £XEL KATOL0L EMOPOOT OTNV IKOVOTNTA GOG VO 00N YEiTE Kot Vo XEpileaTe Uy OV LT,

Qot660, kKatd v Evapén g Bepomeiog Oo Tpénel vo Topapeivete € KOTAANAL EOTMGUEVO 10TPEID
N KAWVIKN Yo 6 ®peg UeTd ™ ANy g Tpdtng 660mg tov Gilenya. H kavotntd cog va odnyeite kot
va yelpileote punyovinpato umopel vo ennpeactel ot dtdpkela Kot Thavadg Petd and avtd T XPOoViKO
dlotnua.

3. Iog va wapete 10 Gilenya

H Bepamneio pe Gilenya O emPréneton amod yotpo e epmepio ot Oepaneio tng oKANpLVONG KATA
TAGKOG.

[Tavtote va maipvete To EAPHOKO CVTO AVGTNPE COUPOVO LE TIG 00N YiEG TOV YiaTpo¥ cag. Edv £yete
apeiBories, poTNOTE TOV Y1TPO GOG.

H cvvietouevn d6om eiva:

Evijlikeg:
H 460 givar éva kaydxio 0,5 mg v nuépa.

Howowd kan épnpor (nakiog 10 eTdv ko dvo):

H d60n €€aptdton amwd 10 copotiko fapog:

o Houdia ko Epnpor we owuotino Papog ioo 1 katw ano 40 kg: Eva kayakio 0,25 mg v nuépa.

o Houdia ko Epnpor pe owuotino Papog avo twv 40 kg: évo koydkio 0,5 mg v nuépa.

Ta wondid ko o1 Epnpor mov apyilovv pe éva kaydkio Tov 0,25 mg v NUépa Kot apyoTEPU ATOKTOVV
otafepd copatikd Bapog avo tov 40 kg 8o Aafouvv 0dnyiec amd Tov yroTpd TV Vo AALAEOVY OE Eval
Kayaxio tov 0,5 mg Ty nuépa. L& aUTH TNV TEPITTMGCT], GUVICTATOL 1) EXTAVOANYT) TNG TEPLOOOV
TopaKorovinoNg g TPMOTNG Yopiynons.



Mnv vrtepPaivete Tn GLVIGTOUEVT OOG.
To Gilenya mtpoopiletar yio ypnomn omd T0 GTOU.

[Tapte to Gilenya pio eopd v nuépa pe £va motnpt vepd. Ta kaydkia tov Gilenya O tpémet va
KOTOMIVOVTOL TAVTOTE aKépata, yopig va avoiyovtal. To Gilenya pmopei va AngOei pe 1 yopic tpoen.
H Ay tov Gilenya tnv 610 dpa kéOe pépa Oa. coc fondnoet va Bopdote ndte va maipvete To
Qapurokd Gog.

Edv éyete amopieg oyetikd pe to dSdotnua tov Bo tpénet va taipvete 1o Gilenya, amgvBuvbeite otov
YTPO 1) TOV PUPLLOKOTOLO GG,

Eav napete peyordtepn d6on Gilenya améd tnv kovoviki)
Edv mpate peyolotepn o06on Gilenya omd v Kavovikr, KOAESTE OUEGMG TOV YLOTPO GOC.

Edv Egydoete vo népete To Gilenya

Edv maipvete to Gilenya yio dtdotnuo. pikpdotepo amd 1 unva kot Eeydoete vo tapete 1 d0om yio pia
0AOKAN P NUEPQ, ETKOIVOVINGTE UE TOV YIOTPO GO TPOTOV TAPETE TNV EnOUEV dOom. O ylotpog Gog
UTopel vaL 0moQacicel Vo 6og mapoKoAovdn el TNV dpa Tov Ba Tapete TNV ENOUEVT dOON.

Edv maipvete to Gilenya yio tovAdyiotov 1 punva kot Eeydoete va, mapete ) Oepameio Gog yio movo
amo 2 efdopddes, EMKOWVMVNOTE LE TOV YIUTPO GOG TPOTOV TAPETE TNV ENOUEVN dOoN. O yloTpdg GOg
UTopEl v 0TOQAGICEL VO GOG TAPOKOAOLONGEL TNV dpa oL Ba TapeTe TNV EnOLEVT 0OGN. 26TOGO,
eav Egydoete va mhpete T Oepameio cog Yo SdoTnue pkpdtepo amod 2 efdonddec, uropeite va
mhpeTe TNV EXOUEVT] HOCT] GUUPDVO. [E TO TPOYPAUUA GO,

[Toté pnv mapete SurAn d6GN Yo Vo AvaTANPOGETE TN 006N TOL EEXAGATE.

Edv otapatioete va naipvere to Gilenya
Mn otopatioete va maipvete to Gilenya 1 unv aAldaéete tn 6001 G0G YOPIG VoL MANGETE TPAOTA LIE
TOV Y1uTpO GG,

To Gilenya 8a mapapeivel oTov opyaviopd cog €mg 2 PRveg LETA TN dtaKom TS ANyng Tov. O
aplOPdC TV AEVK®OV G0G OposPatpiev (apludg AepPOKVTTaP®V) UTopEl emiong va Tapaueivel
YOUNAOG GE AVTO TO S1ACTILO KOl O1 OVETIBVUNTEG EVEPYELEG TTOV TTEPLYPAPOVTOL GE OVTO TO PUALO
ooNyLdV pumopel akdun va tapatnpodviat. Metd ) dwukonn tov Gilenya pmopel va ypelactel va
nmeppévete 6-8 efdopadeg mpiv Eekvnoete o véa Bepaneio yio v XKIL

Edv mpénet va Eavapyicete to Gilenya petd and dwaxomn peyorlvtepn tov 2 foopddmv, n enidpaon
GTOV KOPOlakd puOUd oL TaPATNPEITOL PLGLOAOYIKE TAV EEKIVE Y10 TPADTN opA 1| Bepameio pmopet
va enaveppavictel kot Oa ypelactel va mapakoiovdndeite o katdAAnia Eomiopuévo otpeio M
KAk yuo Ty enavévapén g Bepomreioc. Mnv Eavapyioete 1o Gilenya petd amd diokonr Tov yio
TEPLGGOTEPEG AT dVO ERdOLAdES YPis va cupPovievbeite Tov YaTPO GOC.

O y10tpdg oag B0 amoPAGIcEL OV Kol TAOC TPETEL VO GO.G TOPAKOAOVONOEL LETA TN S10KOTH TOV
Gilenya. Evniuepdote apéowng tov yotpd oag edv motevete 0tL 1) XKII cog yeipotepedel HeTd amod
drokom g Oepamneiag pe Gilenya. Avtd Oa uropodvee va givar coPfapd.

Edv éyete mep1ocdtepeg EpMTNCELS GYETIKA LE T YPTOT CVTOV TOL POPUAKOV, POTAOTE TOV Y TPO N
TOV QUPLOKOTOLO GOG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppaKa, £TGL KO AVTO TO QAPUOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, AV
Kot 6gv Tapovctdlovtal 6€ OAOVG TOVG AvOPMOTOVC.
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Opouévec avemBounteg evépyelec umopset va ivor 1 va yivouv cofopéc

Yoyvég (umopei va emmpedoovy émg 1 ota 10 dropa)

Bryoc pe Aéypata, ducpopia oto otlog, TUPETOG (oNUEIN SLOTAPAYDY TOV TVELLOVOV)
Epmnrikh Aoipmén (avepofroyd 1 épang (ootnpag) e CUUTTORATE OO PLGAAISES, aicOn
KaHGoL, Kvnoud 1 TGvo 610 dEpLa, CLVNOWME GTO AVE® PEPOG TOL CMOLOTOG 1] GTO TPOGMTO.
Ao COUTTOUATO, LITOPEL VOL VOl TUPETOC Kot 0dLVOLIL OTA TPMIUK GTAdLO TG AoTHOENG Kot
0KOAOVOOVV LoVLC A, KVIOUOG 1 €pLBpEc meployéc pe coPapd Tdvo

Bpoadug xkapdiakdg puoude (Bpadvkapdia), akovovioTog Kopdlakods puoudg

"Eva €idog kaprivov Tov déppatog mov ovopdletat Bacikokvttapikd kapkivopa (BCC) mov

oLYVa epeavifetol cav papyapttapogdég olidto, av Kol HTopel Vo ELPaVICTEL Kot Le AAAES
HOPPES

KotabAwym kot dyyog givatl yvootd 0Tt TapatnpovvIal [e avENUEVT cuYvOTNTO 6TOV TANBLGLO
g ZKIT ko éyovv emiong avapepbel og modraTpikovc aobeveig vid Bepaneio pe Gilenya
Arndrero, fapoug

‘O ovyvég (umopet va emnpedoovy éog 1 ota 100 dtopa)

[Tvevpovia pe cvurtduaTe OTMS TVPETO, )0, SVGKOAIN GTIV OVATTVOT|

Oidnua g 0ypac kNAidag (oidnua 6TV TEPLOYN KEVIPIKNG OPUCT|G TOV KEPUTOEIOOVS GTO
omicOio TuApa ToLV 0POUALOD) IE CUUTTOUATO OTWS OKLEG 1 TVEAD oMUEI0 GTO KEVTPO TNG
opaong, Baumn 6pac, TPOPANLATE GTO VA SLOKPIVOVTOL YPOUATO 1] AETTOUEPEIEG

Meiwon TV aponetoaAioy Tov aipotoc 1 onoia avédvel Tov kivouvo aipoppayiog 1 epedviong
LOADT®V

Kokonfeg perdvopa (éva €idog kapkivov tov d€puatog mov cuvB®E AVOTTOGGETOL AO £VaV
acvvnOeto ontiro (eMd)). [TiBavda onuddio peEAavdpoTog TEPIAAUPAVOVY GTIAOVG TOV UTOPET
va oAhalovv péyebog, Gypa, VYOG 1 YPOUA LE TNV TAPOSO TOV ¥POVOV, 1 VEOUG omtidovg. Ot
onidot pmopetl va gpeovicovy kvnoud, apoppayio 1 eEEAKmoN

Xracpos, kpioelg (o ouyva og madld Kot prPovg am’ 0Tt € EVIAKES)

Yrdwvieg (umopel va ennpedoovy €wg 1 ota 1.000 droua)

Mia kotdotaon mov ovoudletol chvopopo omicOiag avaotpéyung eykeparomddelog (PRES).
Ta cvuntopate propel vo teptiapufdvouy aevidia Evapén cofapod ToVoKEQALOL, GOYYLON,
EMANTTIKY Kpion Kovn datapoyEg TG Opacns

Aépoopa (éva €idog KapKkivov Tov emnpedlet To0 AEPUPIKO GVOTLLOL)
Kopxivopo amd mhakmoeg emifniio: £va €idog Kapkivov Tov dEPOTOG TOL PTopEl val
enpaviotel ®g okAnpd Kokkvo olidlo, mANYN e epehkida (KpovOT) 1 VEQ TANYH GE Lo
VILAPYOVGO OLVAN

oAb omavieg (umopel va exnpedoovv €oc 1 ota 10.000 dtoua)

AvopoMa 61o nAekTpokapdoypaena (avactpoen Tov endpuatoc T)
Oyxkog oyetilopevog pe Aoipwén and epnnroio 8 Tov avlpmmov (cdpkmpa Kaposi)

Mn yvooTi|g cuyvoTNTaS (1] oLYVOTNTA TOVG dgv pmopel vo exTiunel pe faon ta dabéoiua

dedopévar)

AlAepyiKég avTIdpAoELg, Tov TeEPAaUPavovy oav cuumtopate eEavinua 1 kvidmon, tpHéiuo
oTa ¥EIA, TN YA®GGA 1 TO TPOSOTO, Ta. 0ol Eivar TOAVOTEPO VO EPEAVIGOOHY TNV NUEPA TOV
apyilete 1 Oepamncio pe Gilenya

Inueio nratikng vocou (GLUTEPIAAUBOVOLEVNG TNE NTATIKNAG OVETAPKELOGS), OTIMG KITPIVIoUO
TOV OEPUATOG GOG T} TOL AEVKOV TV UATIOV 060G (IKTEPOG), vavTio 1 EUETOC, TOVOG oTN 651
TAEVPA TNG TEPLOYNG TOL GTOUMYOV c0G (KOWME), CKOVPOYPmLL 0VPpa (KOPE YPDOTOG),
aioOnua Mydtepng neivag am’ 6Tt cuVHBWE, KOTMOT KAl U1 PLUGLOAOYIKES TIHEC OTIG eEETAOELG
NG NIATIKNG Agttovpyiog. Ze £vo TOAD HKPO apliud TEPUTTOCEMYV, 1] NAATIKY oveTdpKeLD Ol
UTOPOVGE VO 001 YNOEL GE UETAUOCYEVCT] TTOTOG,

Kivévvog pog omdviag Aoipuméng Tov £yKe@ailov Tov ovoudleTol Tpoiohoo TOAVEGTIOKT
AevkoeykeparondOela (PML). Ta countodpota e PML pmopel va givon mopduota pe ovtd
piag vrotpomng e KII. Mropel emiong va epgavicfovv countdpate to, onoio Tihoavov vo
unv ovtiAnebeite povor cog, OTmg petaforéc ot dtdfeon N TNV GVUTEPLPOPA, KEVO LLVIUNG,
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OVOKOATEG OTNV OUIALD KO TNV EMKOWV®VIM, TO, 0TToia 0 Y1oTpdG Gag mBavOv vo pelooTel va
dtepevvioel TEpaLTEP® TPOKELLEVOL Va. amokAeioel Tnv PML. Xvvendg, edv motevete 6ti
>KII cog emdetvaveton 1 €dv €0€ig 1 01 01KElOL GO TOpATNPIoETE KAmola vEa 1| acvvifioTa
CUUTTMUOTO, EIVOL TOAD CTUOVTIKO VO ETKOIVOVIGETE LE TOV YIUTPO GOG TO TOYVTEPO SLVATOV
DOAeypovmong dtatapoyn Hetd ™ dwakomn g Oepaneiog pe Gilenya (yvowoti g @AeyHovddEg
GUVOPOLO aVOGOAOYIKTG amokatdotaong 1 IRIS)

Kpurrorkokkikéc Aotudéetg (€va €1d0g LUKNTINGIKNG AOTHMENG), CLUTEPTLAUPBAVOUEVIC TNG
KPUTTOKOKKIKAG UNVIYYITIONG [LE CUUTTOUOTO OTWC TOVOKEPOAO GUVOIEVOUEVO OTO SOLVGKOLYiO
oTOV aVYéva, svailstnoio oto emc, vavtia Ko chyyvon

Kopxivopo Merkel (éva €idog kapkivov tov dépuatog). Ta mbavd onudadio Tov KopKIvOROTOg
Merkel epiapfévovy olid1o 610 Ypde Tov dEPUATOG 1 HEAAVO-KOKKIVO, OVDOUVO, GUYVE GTO
TPOCHOTO, TO KeEPAAL 1 Tov Aaud. To kapkivopo Merkel propet vo, epeoviotel eniong og
oKANpO, avdddvvo olidto N nala. H paxpoypdvia ékBeor otov A0 Kot 10 acBeveg
OVOGOTOWNTIKO GUGTNHE pmopel va ennpedoovy Tov Kivouvo avdmtuéng kapkivapotog Merkel
Metd ) draxomnn g Oepomeiog pe Gilenya, to cvurtopato tg XKIT uropei va enavélBouvv
Kot pumopet va givorl coPapodtepa o€ oxéon e exeiva Tpv ) katd ) didpketo g Bepomeiog.
Avtodvoon popon avarpiog (petmpévos aptpog epudpmv arpoceatpicnv) KoTd Ty omoio T
€pLOPA ALUOCEAIPLO KATASTPEPOVTOL (VTOAVOGT| CLUOAVTIKY OVOLLICL).

Edv gpoavicete kdmolo omd to mopondvm, EVI|HEPMDOTE APECHOS TOV YIUTPO 6Og.

Aldec avemBounTeg eVEPYELEC

oAb ovyvég (umopel va emnpedoovy mhve amd 1 ota 10 dropa)

Aolpwén omd Tov 10 ¢ YPINNG e CVUTTONOTO, OTME KOTWGON, piyn, TOVOLALLLO, TTOVO GTIC
apBPDCEL 1] GTOVG LG, TVPETO

AtloOnpo migong 1 Tévov oT0 LAYOLAN KOl GTO HETOTO (TAPUPPIVOKOATITION)
[Tovoképarog

Aldppota

Oocpuaiyia

E&etdoeig aipotog mov deiyvouv avénuéva enimeda nratik®v eviOpuwmy

Bryag

Yoyvég (umopel va emmpedoovy émg 1 ota 10 dropa)

AgppoToQuTiol, (o LUKNTINGIKT AOTH®EN TOL dEPHATOC (TPLYOPUTIO TOIKIAOYPOLG)
76

YoBapog TOVOKEPAAOG TTOV GLYVE GLVOOEVETAL OO VAVTIO, EUETO Kol EbacONGia 6TO PMG
(Mupavia)

XounAd eminedo AeVKOV AUOGPALPi®Y 6TO aiplo (AEUPOKVTTAP®Y, AEVKOKLTTUPMV)
Advvapio

Kvnoudmdeg, epubpod e&dvnua pe aicOnpa xavcov (Eklepa)

Kvnopdg

Avénuéva enineda Mmdiov (Tprylukeptdimv) oto aipo

Tpyomtmon

AvckoAio otV avamvon

Kotabiwm

Oapmn 6pacn (PA. akOUN TV TAPAYPOEO YL TO OO U TNG O)PAS KNALdaG «Oplopéveg
avemBounteg evépyeleg pmopet va gtvor 1 va yivouv cofapéc»

Yréptoaon (to Gilenya pmopel vo TpokaAEsel Nmie avénon e opTnPLeKNG Tieonc)
Mvikdg movog

[16vog otig apBpaoelg

‘O ovyvég (umopet va ennpedcovy €og 1 ota 100 dtoua)

XopnAd eminedo 0pIGUEVOV AEVKDV ALOCPOLPI®mY (OVIETEPOPIAMV) GTO Lol
Kotabiimtikn di1éBeon
Nowtia
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Yravieg (umopet va emnpedoovy €mg 1 ota 1.000 dropa)
- Koapkivog Tov Aeploikod cuothuoatog (AEUQ®pLa)

Mn yvooTi|g suyvoTNTaS (1] SLYVOTNTA TOVS dgv pmopel va exTiunBel pe Baon ta dabéoia
dedopévar)
- IIeprpepikd oidnpa

Edv omotodfmote 0md antd oag exnpedost coPapd, EVI|LEPAOCTE TOV YIATPO GG,

Ava@opd avemOOuNTOV EVEPYELDOV

Edv mopatnpnoete kKamoo avemBOunt evépyeln, EVIUEPADOGTE TOV YLOTPO 1) TOV POPLOKOTOLO GOG.
Av10 1oyt Ko Yo kéOe mhavn avemBountn evépyela Tov dev avaPEPETAL GTO TAPOY EUALO 0ONYIDV
xpNons. Mropeite emiong va avapépete avemBOuNTEG evépyeleg anevbeiog (BAEme 0d1yie MO KATM).
Méow g avapopdg avemBOUNTOV EvepyEl®V pumopeite vo fondnocete o1 GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TV AGPAAELD, TOV TOPOVTOC POPUAKOD.

EBvikog Opyaviopoc @apudakmv

Meocoyeimv 284

GR-15562 Xolapyog, AOnva

TmA: +30 21 32040337

Iototomog:  http://www.eof.gr
http://www kitrinikarta.gr

5. Iog va pvrdccete 1o Gilenya

To eappoaxo ovtd TPETEL Vo UAACCETAL GE PLEPT] TOV OgV TO PAETOVV Kal OgV TO POAVOLY TOL TOdLA.
Na pn ypnoiponoteite qutd T0 PAPUOKO LETE TV NUEPOUN VIR ANENG TOV OVOPEPETAL GTO KOVTL Kol
670 UALO ahovpviov TG KuyEANC petd v « AHEH»/«EXPy». H nuepounvio Anéng eivor n
TEAELTAIO MUEPO TOL UIVOL TTOL OVOPEPETOL EKEL.

Mn puAdooete og Beppokpacio peyardtepn tov 25°C.

DduAdccete 6NV APYIKN CLOKEVAGIO Y10, VO TPOGTATEVETOL OITO TNV VYPAGIaL.

No pn pMOHOTOLEITE AVTO TO PAPLLOKO EAV TAPUTNPNCETE OTL 1) GLGKELOGTO EIVOL KATEGTPOUUEVN 1
eppavitel onueia mapaPioons.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETELONG 1| GTA OKLOK(A amoppippata. Potmote tov
(OPLLOKOTOLO GOG YOl TO TG VO TETAEETE TOL PAPLLAKO TTOVL dEV YpNoLponoteite ma. Avtd ta pétpa Oa
BonBnoovv oty Tpoctacia tov meptBdiiovtog.

6. Iepreydpeva TG GVOKEVATINS KO AOWTES TANPOPOPIEg

T nepréyer To Gilenya
- H dpaotikn ovsia etvar n @uvyKolpddn.

Gilenya 0,25 mg cKAnpd KoyaKio

- Ka0e xaydxio mepiéyet 0,25 mg QrvyKoApoomg (mg LOPOYAMPIKY)).

- Ta dAAa cuoToTiKd givar:
Lepieyouevo tov koyakiov: POVVITOAT, VOPOELTPOTLAOKVLTTOPIVT, VOIPOELTPOTLAOPETUSEEN,
GTEATIKO oYV O10.
Lepifinua tov kawoxiov: (ehotivn, d10&gidto tov titaviov (E171), xitpvo 0&egidio Tov Gidnpov
(E172).
Melowvt extorwong: kOppea Aaxkog (E904), povpo o&eidio tov aionpov (E172),
npomvievoylukoin (E1520), vdpoéeidio tov appmviov (E527).
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Gilenya 0,5 mg oxAnpd koydKio

- Ka0e kaydkio mepiéyet 0,5 mg @vyKolpoong (og vopoyAmpikn).

- Ta dAlo cvotatikd sivat:
Tepigyouevo tov kawoxiov: LovVITOAN, GTEATIKO HOYVIOLO,
Tepifinua tov kawaxiov: Lehotiv, S10&eidio Tov trtaviov (E171), kitpvo 0&gidio tov c1dnpov
(E172).
Melovt extdrwong: koppeo Adxkag (E904), avudpn afavorn, 100mpomuAiky] oAkooAn,
BovtvAikh akkodrn, mpomvievoyiukoin (E1520), kekabappévo 0dmp, vdpo&eidio tov
appmviov (E527), vdpo&eidio tov kakiov, pavpilo o&eidio Tov oidnpov (E172), kitpvo o&eidio
Tov ownpov (E172), do&eidrotov titaviov (E171), diuebikdvn.

Ep@davion tov Gilenya kol wepieyopeva TG GVGKELUGIOG

Ta oxkAnpd kaydxio Gilenya 0,25 mg &yovv vTOAELKO adloPavEG chpa Kot kdAvppa. To

«FTY 0.25mgy» givol TommpéVo 610 KAALUULO e LOOPO PEAGVL KOl L0 LLoDPT OKTIVOTH Ampida 6T
GO

Ta oxdnpd kaydkio Gilenya 0,5 mg £xouv Agvkd ad10PAVEG COU KoL 0VOLYTO KITPIVO ad10UpOVES
kéAoppo. To «kFTY0.5mgy» eivar TUT®WUEVO GTO KAALULUO PE LOPO LEAAVL KOl dVO A®pideg ivat
TUTOUEVES GTO CAOUA LE KITPIVO HEAAVL.

Ta xayaxia Gilenya 0,25 mg dwatiBevion og cuokevaoieg mov mepiEyovy 7 1 28 Koydkia. Mmopel va
LNV KUKAOPOPOUV OAES 01 GUOKELUGIEG GTN YDPO GO,

Ta kawyaxia Gilenya 0,5 mg dwotifevtan 6€ cuokevacieg mov mepiéyovy 7, 28 1 98 kaydxkio, o
TOAOTAEG GLOKEVAGIEG OV TePLEYoLVY 84 Kaydkia (3 cvokevaoies Tmv 28 kayakimv). Mropel va
UV KukAoPopovV OAEC 01 GVCKEVUGIES GTN YDPO. GOS.

Kéroyog Aderag Kvkrhogpopiag
Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Iphavdia

HopackevaocTic

Novartis Farmacéutica, S.A.

Gran Via de les Corts Catalanes, 764
08013 Barcelona

Iomavio

Novartis Pharma GmbH
Roonstrasse 25

90429 Nvupeppépyn
Teppovia

Lek Pharmaceuticals d.d.
Verovskova Ulica 57
Ljubljana, 1526
>loPevia

Novartis Pharmaceutical Manufacturing LLC
Verovskova Ulica 57

Ljubljana, 1000

XA oBevia
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Novartis Pharma GmbH
Sophie-Germain-Strasse 10
90443 Nvpeufépyn
Teppovia

I'a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amevBuvleite otov Tomikd aviumpodsmTo Tov Katdyov g Adstoc Kukiopopiag:

Belgié/Belgique/Belgien Lietuva

Novartis Pharma N.V. SIA Novartis Baltics Lietuvos filialas
Tél/Tel: +322 246 16 11 Tel: +370 5 269 16 50
bbarapus Luxembourg/Luxemburg
Novartis Bulgaria EOOD Novartis Pharma N.V.

Tem.: +359 2 489 98 28 Tél/Tel: +322 246 16 11
Ceska republika Magyarorszag

Novartis s.r.0. Novartis Hungaria Kft.

Tel: +420 225 775 111 Tel.: +36 1 457 65 00
Danmark Malta

Novartis Healthcare A/S Novartis Pharma Services Inc.
TIf.: +45 39 16 84 00 Tel: +356 2122 2872
Deutschland Nederland

Novartis Pharma GmbH Novartis Pharma B.V.

Tel: +49 911273 0 Tel: +31 88 04 52 111

Eesti Norge

SIA Novartis Baltics Eesti filiaal Novartis Norge AS

Tel: +372 66 30 810 TIf: +47 23 0520 00

EA\Goa Osterreich

Novartis (Hellas) A.E.B.E. Novartis Pharma GmbH

TnA: +30 210281 17 12 Tel: +43 1 86 6570

Espaiia Polska

Novartis Farmacéutica, S.A. Novartis Poland Sp. z o0.0.
Tel: +34 93 306 42 00 Tel.: +48 22 375 4888
France Portugal

Novartis Pharma S.A.S. Novartis Farma - Produtos Farmacéuticos, S.A.
Tél: +33 1 5547 66 00 Tel: +351 21 000 8600
Hrvatska Romania

Novartis Hrvatska d.o.o. Novartis Pharma Services Romania SRL
Tel. +385 1 6274 220 Tel: +40 21 31299 01

Ireland Slovenija

Novartis Ireland Limited Novartis Pharma Services Inc.
Tel: +353 1260 12 55 Tel: +386 1 300 75 50

island Slovenska republika

Vistor hf. Novartis Slovakia s.r.o.

Simi: +354 535 7000 Tel: +421 2 5542 5439
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Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Finland Oy

Tel: +39 02 96 54 1 Puh/Tel: +358 (0)10 6133 200
Kvbmpog Sverige

Novartis Pharma Services Inc. Novartis Sverige AB

TnA: +357 22 690 690 Tel: +46 8 732 32 00

Latvija

SIA Novartis Baltics

Tel: +371 67 887 070

To mapév @vALo 00OV YpfioNS avadempOnke Yo TeELEVTALN POpa oTig 12/2024.

Addeg TNYEG TANPOPOPLOV
Aemntopepeic mAnpoeopieg yia to pappoako avtd eivar dtabéoipeg 6to dikTvakd TOTo ToL Evpmmaikon
Opyaviopod @oppdkwv: https:// www.ema.europa.eu.
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